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2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-9 and 25-29 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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1 . Claims 1-6,25,26,28,29 are under consideration. 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-6,25,26,28,29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mattes (US Patent 4,859,449) in view of Kumpel et al. and Maras et 
al. (US Patent 5,834,251). Applicants arguments have been considered and deemed 
not persuasive. 

Mattes teaches therapeutic antibodies with terminal galactose oligosaccharides 
and the uses/advantages of such antibodies (see abstract, column 6, penultimate 
paragraph, column 8, last paragraph and claims 1,10,39). G2 antibodies have the 
maximum number of terminal galactose oligosaccharides. Mattes teaches a kit 
containing such antibodies (see column 13, first two paragraphs) wherein the antibody 
is present in a container with a label and wherein the composition present in said kit is 
a pharmaceutical composition as per recited in the claims. Mattes teaches the use of 
any IgG antibody (see column 4, third paragraph) wherein lgG1 is one of the art known 
isotypes of human IgG. Mattes do not teach that the antibodies are of the degree of 
purity recited in the claims. Kumpel et al. teach human monoclonal antibodies wherein 
substantially all of the oligosaccharide found on said antibody is G2 (see Table 1, 
columns 1-3, and page 149, column 1, first incomplete paragraph). The antibody 2B6 
disclosed in Table 1 is an lgG1 antibody (see page 144, second column). Kumpel et al. 
teach that antibodies with substantially all G2 oligosaccharide have increased lysis of 
target cells in comparison to the same antibody which is produced in a manner that 
results in low levels of G2 (see Figure 3). Maras et al. teach that B-1,4 
Galactosyltransferase can be used to modify the oligosaccharide profile on a 
glycoprotein (see columns 12 and 16). Kumpel et al. teach that said enzyme is involved 
in the production of G2 oligosaccharides (see abstract). A routineer would have used 
the method of Maras et al. to produce a more highly purified version of the G2 
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oligosaccharide containing antibody to further characterize the role of said 
oligosaccharides in effector function and to produce an antibody with even greater 
effector function. It would have been prima facie obvious to one of ordinary skill in the 
art to have created the claimed invention because Mattes teaches therapeutic 
antibodies with terminal galactose oligosaccharides and the uses/advantages of such 
antibodies whilst Kumpel et al. teach that antibodies with substantially all G2 
oligosaccharide have increased lysis of target cells in comparison to the same antibody 
which is produced in a manner that results in low levels of G2 and Maras et al. teach 
that B-1,4 Galactosyltransferase can be used to modify the oligosaccharide profile on a 
glycoprotein (e.g. to produce highly pure G2 oligosaccharide glycoproteins). One of 
ordinary skill in the art would have been motivated to do the aforementioned because 
Mattes teaches therapeutic antibodies with terminal galactose oligosaccharides and the 
uses/advantages of such antibodies whilst Kumpel et al. teach that antibodies with 
substantially all G2 oligosaccharide have increased lysis of target cells in comparison to 
the same antibody which is produced in a manner that results in low levels of G2. A 
routineer would have used the method of Maras et al. to produce a more highly purified 
version of the G2 oligosaccharide containing antibody for use in the method taught by 
Mattes. 

Regarding applicants comments about Mattes, claims 1/10/14/16/21 all recite 
use of antibodies wherein said antibody has " is modified by being further conjugated 
to, or having exposed thereon, a plurality of terminal glycoside residues Thus, 
Mattes teach use of antibodies wherein the modification is performed by conjugation or 
exposure of the terminal glycoside residues. Thus, the Mattes reference is not limited to 
use of antibodies with conjugated carbohydrate residues as per applicants comments 
and Mattes clearly teaches use of antibodies wherein the modification is performed by 
exposure of the terminal glycoside residues. The methods of claims 1/10/14/16/21 all 
recite methods for clinical use in humans. Regarding applicants comments about 
neuraminidase, the claims from Mattes recite use of antibodies wherein the modification 
is performed by exposure of the terminal glycoside residues. Said claims are found in 
an issued US patent and are therefore enabled for the scope of the claimed invention 
(aka use of antibodies wherein the modification is performed by exposure of the 
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terminal glycoside residues). Regarding applicants comment about methods used for 
attaching carbohydrates, the claims from Mattes recite use of antibodies wherein the 
modification is performed by exposure of the terminal glycoside residues. Said claims 
are found in an issued US patent and are therefore enabled for the scope of the claimed 
invention (aka use of antibodies wherein the modification is performed by exposure of 
the terminal glycoside residues). It would have been prima facie obvious to one of 
ordinary skill in the art to have created the claimed invention because Mattes teaches 
therapeutic antibodies with terminal galactose oligosaccharides and the 
uses/advantages of such antibodies whilst Kumpel et al. teach that antibodies with 
substantially all G2 oligosaccharide have increased lysis of target cells in comparison to 
the same antibody which is produced in a manner that results in low levels of G2 and 
Maras et al. teach that B-1,4 Galactosyltransferase can be used to modify the 
oligosaccharide profile on a glycoprotein (e.g. to produce highly pure G2 
oligosaccharide glycoproteins). One of ordinary skill in the art would have been 
motivated to do the aforementioned because Mattes teaches therapeutic antibodies 
with terminal galactose oligosaccharides and the uses/advantages of such antibodies 
whilst Kumpel et al. teach that antibodies with substantially all G2 oligosaccharide have 
increased lysis of target cells in comparison to the same antibody which is produced in 
a manner that results in low levels of G2. A routineer would have used the method of 
Maras et al. to produce a more highly purified version of the G2 oligosaccharide 
containing antibody for use in the method taught by Mattes. 

Regarding applicants comments about Kumpel, Kumpel et al. teach that antibodies with 
substantially all G2 oligosaccharide have increased lysis of target cells in comparison to 
the same antibody which is produced in a manner that results in low levels of G2 whilst 
Mattes teaches therapeutic antibodies with terminal galactose oligosaccharides and the 
uses/advantages of such antibodies. Regarding applicants comments about Maras et 
al., Maras et al. teach that B-1,4 Galactosyltransferase can be used to modify the 
oligosaccharide profile on a glycoprotein (see columns 12 and 16) whilst Kumpel et al. 
teach that said enzyme is involved in the production of G2 oligosaccharides (see 
abstract) and Mattes teaches therapeutic antibodies with terminal galactose 
oligosaccharides and the uses/advantages of such antibodies. In addition, regarding 
applicants comments about Mattes, the MPEP section 2123 states: 
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II. NONPREFERRED AND ALTERNATIVE EMBODIMENTS 
CONSTITUTE PRIOR ART 

Disclosed examples and preferred embodiments do not constitute a teaching away from 
a broader disclosure or nonpreferred embodiments. In re Susi, 440 F. 2d 442, 169 
USPQ 423 (CCPA1971). 

4. No claim is allowed. 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). A shortened statutory period for reply to this final 
action is set to expire THREE MONTHS from the mailing date of this action. In the 
event a first reply is filed within TWO MONTHS of the mailing date of this final action 
and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date 
the advisory action is mailed, and any extension fee pursuant to 37 CFR 1 .136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the 
statutory period for reply expire later than SIX MONTHS from the mailing date of this 
final action. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 
(571)272-0851 . The examiner can normally be reached on Monday-Thursday 7:30-6:00 
pm.lf attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on 571 272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ron Schwadron/ 
Ron Schwadron, Ph.D. 
Primary Examiner 
Art Unit 1644 
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